Inclosure 2 


USE. OF HOMAN 


: (1975 A 


Aah hie followings definicions ere used in this cleuse: 


(2) : Subject meens any human being who, Knowingly or une 
knowingly, is Ssubjected-to an act or omission, whether at risk or not 
the Object of which is BO contribute to knowledge to be gained as a 
part ‘of work to be performed under the Scope of this contract, 


? 


(b) The Contractor, before undertaking 
volving human subjects, whether at risk o 
following minimum conditions are complied wi 


‘ 
= 
of Federal Resulations, 
’ . + 
v . Lag x . x > . ’ ‘ - . 
(2) The number of human Subjects used will be kepe to the minimun, 
number that will reas@mubly achieve the Teguired results, 
¢ 
¥ . 7 Pel . . . 
(3) The Study must be such as to contribure Significantly to 
scientific knowledge and have reasonable prospects of yielding impor- 


tant results essentiz2l to an Army research program. 


(4) The study will be conducted only by persons possessing the 
requisite scientific qualifications. The highest degree of skill and 
care will be required curing all dtages of Study of persons who con- 
duct or assist in the study, 


+ 
rf 
(5) The human Subject will be infomneée that at any time during 
the course of his participation ne has the rignt to revoke his consen:c 


and withéraw from further parcicipacion without prejudice to himself, 


(6) Perticipation by subjects will be immediately ternineted it 
it Subsequently appears that the risk tc the subiecre gs Significartivy 
Steater than anticipated at the time review and approval was granted. 
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(7) There shall be ne gteater int 
human subject thar is absolutely necessary Tor the conduct of the Siudy 
invelved, Excepe for the submission of reports and Ciner cate required 


Sion into the privacy of the 
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(1) The proposed study has been reviewed and approved by a conrmittece 
he requirements set forth in Chapter 46 of Title 45 of tne Code 
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/ ° ON ERIS Soni rede, dev tate siettan obtains (Lo humen fubtecrs an é 
FUsUltL Cf their-tertgeizetiog snel? be 4a coniicer.ial as the law 
&liows. 
, 
(&) Tne study will be condecred sce as te aveie et unnecessary 
physicel or mental svfferine ct iniers 
(9) Wo study will be conducted if f any inherent reeson tic : 
believe that death or disabling indurv kely to occur. Sufficient 1 
5 ] 2 : i 
animal or laboretory experiments, or cther eveélvations, must heave been ; 
; : : Be ne ; : : i 
completed to give essurence of éecCeniadie risks prior te the use of i 
human subjects. i 
+ 
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(10) Tre degree of risk £0 be taken will never exceed that which 
is justified by the benefit to the subject and/or the humaniterian 
importance of the knowledge ta be fained. | 
, ~~ 
(11) A physician will be responsible for the medice? care of 
Subjects, Even if not the preject lea ader, the phvsician wilt heve 
authority to terminete the Study at any time that he believes death, 
injury or harm is likely to result. 
(12) Proper preparatioms will be made, anc adequate facilicies 
Providec, to protecg the subject against all foresecanle possibilities 


of injury, disability, or deatn. This: sacludes but is not limited to 
hospitalization anc medical“treatment as‘may be required. in addition, 
all apparatus and instrumenss necessary to deal with likely emergency 
tions will be available. " 


(13) Human subjects will have no physical or mentél conditions 
which will make participation more hazardous for them than it would 
be for normal healthy persons, unless such condition is e necessary 
Prerequisite for the particular study pavolved. In any such case, 
the use of human subjects with such pré-existing conditions must have 
been specifically described and as in the Scope of the work to 
be performed under this contract 7 


aid The scientifically qualifiec person conducting ihe study, and 
each: mber of his rescerch team, will be Halieoe ic f G ; 
Sioseer participation at any stage iff he hes reason te i 
the exercise of the sood faith, superior skill, anc er Jucgement 
Tequirec of him, that continuation is likely te resvit in injury, Gis- 
ability, or doaeh to the human subject. 


(c) The Contractor, before permitting any person to participate 
Vi 


; : : \ 
as é tiuman subject, whether at risk Or nol, sha insure that the H 
following minimum conditions ere complied with: 
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(2) Legally effective infcried consent will be obraineé by sdequste 
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and Eepprerriece methods in accerTcance with the provisions ci this cleuse. 
(2) untery. Tt must be the knowing 
fo othe in : thorized representative, ac 
@S8 to be Toei choice withour there h 
any use co uTeéss, conSireint, coercion, 
OT anprop mis of inicrmation necessary te such 
consent 2 


(i) 
purpeses, 
mental, 


procedures to be followed, and their 
of any procedures which are experi- 


(ii)’ A description of any attendant discomforts or risks reasonably 
to be anticipated. ; 
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(iii) A description of any benefits reasSonaply to be anticipated, 
(iv) A disclosure of any @ppropriate alternaézive 
might be edvanrageous to the qubject. 
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(v) An offer to answer any questions concerning the procedure. 


(vi) An instruction that phe subject is free 
and to discontinue participation at any time with 
himself, 7 


Oo revoke his consent 
t 


t 
out prejudice to 


‘. —— 
age through which the subject is wade to waive, 


u 
of his’ legal rights, including any telease from 


{(d) Exculpatory lan 
Or appéar to waive, any 


oe 


liability for negligence, is prohibited, 


(e) rior consent by a subject or his 
tative shall be obtained in all cases. 
whenever it is reesonably possible to do so, 
read to the subject or his legally authorgfzed rearese 


izec represen- 
l be in writing 


orm may be 


3 


i e, but in any 
event he or his legally authorized represéntative mst b iven adequate 
Opportunity to read it and to ask any queStions they might have. This 
consent form should then be signed by the-subject or his ley a 
representative and by @ witness not directly involved in the Study Oral 
consent may be used only when it has heen specifically descrii 
justified in the scope of the work to be performed under this 
Or approved in writing by the 


ws = When se authorized 
and used, oral consenr is Suoject to all the same scanéards ws apply te 
written consent, except that the signature of the subject or his iereliv 
authorized representat 3 qui 

1] submit for 


‘ ontraector she 
detailed description of the meens 


(f) Pricer te conduct of the study the c 
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